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INTRODUCTION

This NDA seeks approval to market a blister-card package, containing three drugs already
approved by the USFDA for use in the United States. The three drugs are phenazopyridine

(Pyridium), sulfamethoxazole (Gantanol), and trimethoprim (T rimpex). Combinations of
phenazopyridine and sulfamethoxazole mwmbimﬁons of
sulfamethoxazole and trimethoprim (e.g. Bactnm) have n approved for marketing in
this country.

The package will contain two types of tablets: one of phenazopyridine (200 mg), and one

consisting of a combination of sulfamethoxazole (800 mg) and trimethoprim (160 mg). There
will be a total of 26 tablets in the package: six tablets of phenazopyridine, and 20 tablets of the
sulfamethoxazole/trimethoprim combination. The treatment regimen for phenazopyridine will
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be TID for two days, while the regimen for the sulfamethoxazole/trimethoprim combination will
be BID for ten days.

This product will be intended for use in the treatment of uncomplicated urinary tract infections.

No experimental data was submitted in this NDA. The sponsor seeks approval for this
convenience/compliance combination product, based on efficacy and safety data published in the
scientific literature.

RECOMMENDATIONS

Since these three drugs and combinations thereof, have been approved already, it seems
reasonable, from the Pharmacology/T oxicology perspective, to also approve this blister-pack
combination.

" The sponsor’s proposed labeling has been taken from the Physicians Desk Reference for
Pyridium and Bactrim, but the labeling is not in the latest format. For example, doses are
expressed as mg/kg, different pregnancy categories (B and C) are used in different places, and
the effects on nursing mothers are given for only one drug (phenazopyridine) and not the others.

It is recommended that the PRECAUTIONS section of the label be revised to correct these
shortcomings.
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